
to be unmanufactured under an agre~mo~t 
with Paragon Optical, Mesa, AZ, which 
hoa authorlzad %la/Barnas-Hind to 
incorporate information contalned In ita 
approved premarket approval 
~ppllcetio~~ and related eupplement for 
the FluomPerm m (paflufocon A) Rigid 
Gas Permeable Contact Lenses for Dally 
Wear and FluomPerm. 80 (paflufocon B) 
Rigid Gas permeable Contact Lenses for 
Dally and Extended Wear (Clear and 
Tinted). FDA’s Center for Devices end 
Radiological Health (CDRH) notified the 
applicant, by letter of December 26, 
6990. of the approval of the application. 
DATE.% Petitions for administrative 
review by May 1, IBsl. 
mC1ILI: Written requests for copies 
of the summary of safety end 
effectiveness data end petitiona for 
administrative Irevie:v to the Dockets 
Management Branch (HFA-3051, Food 
end Drug Administration, Room 4-82, 
5800 Fishers Lane, Rockville. MD 20857. 
FOR FVRTNLR INFORUATION CONTACG: 

David M. Whipple. Center for Devices 
end Radiological Health (HFZ-480), 
Food and Drug Administration, 1390 
Piccard Drive, Rockville, MD 20850. 
301-427-1080. 

S~JPFLEYENTANY INFORYATION: On 
September 29, 1989, Sola/Barnes-Hind, 
Sunnyvale. CA. 940865200, submitted to 
CDRH a supplemental application for 
premarket approve1 of the spherical 
Fluorocon” (paflufocon B) Rigid Gas 
Permeable Contact Lenees for Daily end 
Extended Wear (Clear and Tinted). The 
Fluoroconm (paflufocon B) Rigid Gas 
Permeable Contact Lenses (Clear and 
Tinted) are indiceted for daily wear and 
extended wear from I to 7 days between 
removals for cleaning and disinfection 
as recommended by the eye care 
practitioner. The lensea are indicated for 
the correction of visual acuity in not- 
aphakic persons with nondieeased eyes 
who are myopic or hyperoic and may 
have cornea1 astigmatism of 4.00 
diopters (D) or lest, that doe3 not 
interfere with visual acuity. The daily 
wear lenses range in powers from 
-20.00 D to -(-12.00 D and the extended 

‘we3r lenses range in power5 from 
- 20.130 D to + 8.00 D. These leneea are 
to be disinfected using a chemical lens 
care system. ‘The lenses are available in 
untinted [clear). blue, or green tints. The 
tinted lenses contain one or both of the 
color additives. D&C Green No. 8 and 
D&C Yellow No. 10, in accordanc:e with 
the color additive listing provisions of 2% 
CFR 71;.3208 and 74.3710. The 
application i,ncludes authorization from 
Paragon Opticel OF Mesa, AZ 85204, to 
incorporste informution contained in its 
approved prrmarket approval 
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appllcetion and related supplement for 
the Fluoropermw (paflufocon 
Gae Permeable Contact Lensea for Daily 
Wear and FluoroPerm@ 80 (paflufocon B) 
Rlgld Gas Permeable Contact ~.enaes for 
Dally and Extended Wear (Clear and 
Tinted). 

On December 28,1890, CDRH 
approved the application by letter to the 
applicant from the DIrector of the Office 
of Device Evaluation, CDRH. 

A summery of the safety end 
effect{\ enesa date on which CDRH 
based ita approval 1s 00 flle in the 
Docketa Management Branch (addrees 
above) and Is available from that office 
upon w&ten request. Requests should 
be identified with the name of the 
device end the docket number found in 
brackets in the heading of this 
document. 

A copy of all approved labeling is 
available for public inrrpection at 
CDRH-contact David M. Whipple 
(HFZ-%~O). address above. The labeling 
of the Fluoroconn (peflufocon B) Rigid 
Ges Permeable Contact Lenses for Daily 
and Extended Wear (Clear end Tinted) 
etates that the lens is to be used only 
with certain aolutione for disinfection 
and other purposes. The restrictive 
labeling informs new users that they 
must avoid using certain producte, such 
a8 solutione intended for use with hard 
contact lenses only. 
Op~orhmity for Administrative Review 

Section 515(d)(3) of the Federal Food, 
Drug, end Cosmetic Act (the act ) (21 
U.S.C. 38Oe(d)(3)) authorizes any 
interested person to petition, under 
section 515(g) of the act (21 U.S.C. 
38Oe(g)), for administrative review of 
CDRH’s decision to approve this 
application. A petitioner may request 
either a formal hearing under pert 12 (21 
CFR pert 12) of FDA’s administrative 
practices end procedures regulations or 
a review of the application and CDRH’B 
action by an independent advisory 
committee of experts. A petition ie to be 
in the form of a petition for 
reconsideration under 5 10.33(b) (21 CFR 
10.33(b)). A petitioner shall identify the 
form of review requested (hearing or 
independent advieory committee) and 
ahell submit with the petition supporting 
data and information showing that there 
is a genuine and substantial issue of 
material fact for resolution through 
ad~i~istretive review. After reviewing 
the petition, FDA will decide whether to 
grant or deny the petition and will 
publish a notice of n in the 
Federa Register. IF ts the 
petition. the notice the iseue to 
be reviewed, the form of review, to be 
used. the persons who may participate 

III the review, the time and place where 
the review will occur, end othe d&dir. 

Pelltloners may, at any time on or 
before (May I, NM, file with the 
Dockets Management Branch (address 
above) two copies of each petition and 
aupportlng data and Informatlon. 
Ldentlfied with the name of the device 
and the docket number found In 
brackets In the heading of this 
document, Received petittons may ba 
Been In the office above between 9 a.m. 
and 4 p.m., Monday through Friday. 

This notice is iesued under the Federal 
Food, Drug, end Cosmetic Act (sets. 
616(d), 6X(h) (21 U.S.C. 3&&(d). 3f@j(h])l 
and under authority delegated to the 
Commissioner of Food and Drug? (21 
CFR 5.10) and redelegated to the 
Director, Center for Devices and 
Radiological Health (2l CFR 5.53). 

Dated: March 22, IWl. 
Ellzabeht D. Jnc&o% 
Acting Director, Center for Devices ond 
Radiologicallfeakh. 
(FR Dot. w-7516 Filed 3-Z!+Ol: 8:45 am] 
wullo cow 6lee-olY 
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VIalon 1aclNlologiea IntomuM 
Promarket Apprtwsl of Modala A21-A 
and A21-B !Jltrwbht-AbrorMng 
Poaterlor Chamber btmocular Len888 

AQENCY: Food and Drug Administration,. 
HHS. 
ACTION: Notice. 

SVMYARY: The Food and Drug 
Administration (FDA] is announcing its 
approval of the application by Vision 
Technologies International, San Dimes, 
CA, for premarket approval, under the 
Medical Device Amendments of 1976, of 
the Models, A21-A end A21-B 
Ultraviolet-Absorbing Posterior 
Chamber Intraocular Lenses (IOL’s). Th.e 
IOL’s are to be manufactured under an 
agreement with Newlensco, Monrovia. 
CA, which has authorized Vision 
Technologies International to 
incorporate information contained in itrc 
approved premarket approval 
application for the Newlensco UV 
Classic SerieeTY Posterior Chamber 
1O~‘e. FDA’s Center for Devices and 
Radiological Health (CDRH) notified the 
applicant, by letter of February 28.1992, 
of the approval of the application. 

ATIES: Petitions for administrative 
review by May 1, IWO. 

RLsaEs: ritten requests for copies 
of the summary of saiety and 
effectiveness data and petitions for 
administrative review to the Dockets 
Management Branch (HFA-305). Food 



and Dn18 A~~nl~~ra~lon, rm. UU, 5800 
ishem Lane. ~ockv~lle, MD XWV. 

~WPORMATlO+4CON-f* 

bhnc C. Brogdon, Center for Devices 
an d Radiological Health (I-EZ-Mo), 
Food and Drug Administration, 1380 
Plccard Dr.. Rackville, MD 20880, 3@1- 
427-1212. 

aUPFuMaNTMY IwcoRuATmNz On 
August 7,1990, Vision Technoioglea 
International. San Dimae, CA 91773, 
submittad to CDRH an application for 
permqrket approval of Models A21-A 
and A21-B Ultraviolet-Absorbing 
Posterior Chamber IOL’s. The lenaee are 
indicated for use in the visual correction 
of aphakia in patients 80 years of age or 
older, who are undergoing a primary 
lens implantation in either the ciliary 
sul.cus or capsular bag, following an 
extracapsular cataract extraction. The 
lenses ere available in a range of 
powers from IO diopters (D) through 30 
D in 0.5-D increments. The application 
includes authorization from Newlensco, 
Monrovia, CA 910% to incorporate 
information contained in its approved 
premarket approval application for the 
Newlensco UV Classic Series 10L’S. 

On February 20,19fII, CDRH approved 
the a,pplication by a letter to the 
applicant from the Director of the Office 
of Gevice Evaluation, CDRH. 

A aummary of the safety and 
effectiveness data on which CDRH 
based its approval is on file in the 
Dockets Management Branch (address 
above) and is available from that office 
upon written requeet. Requests should 
be identified with the name of the 
device and the docket number found in 
brackets in the heading of this 
Idocument. 

A copy of all approved iabeling is 
available for public inspection at 
CDRH-contect Nancy C. Brogdon 
(HFGMo), address above. 
Opportunity for AdminIstrative Review 

Sectlon 616(d)(3) of the Federal Food, 
Drug, and Cosmetic Act (the act) (2% 
U.S.C. 360e(d)(3)) authorizes any 
interested person to petition, under 
section 515(g) of the act (21 U.S.C. 
3@~e(g)), for administrative review of 
CDRH’s decision to approve this 
application. A petitioner may request 
&her a formal hearing under part 12 (21 
CF’R part 12) of FDA’s administrative 
practices and procedures regulations or 
u review of the application and CDR.H’s 
action by an independent advisory 
committee of experts. A petition is to be 
iri the form of a petition for 
reconsideration under B 10.33(b) [Zl CFR 
t0.33(b ;I~ A petitioner shall identify the 
form oi review requested (hearing or 
independent advisory committee) and 
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all submit with the petition supporting 
ota and lnformatlon showing that there 

is a genuine and substantial issue of 
material fact for resolution through 
edmlnlstratiwe review. After reviewing 
the petition, FDA will decide whether to 
grant or deny the petition and will 
publish notice of ltrl decisicn in the 
Federal Rq#ster. If FDA grente the 
petition. the notice will state the iseue to 
be reviewed. the form of review to be 
used, the persons who may participate 
in the review, the time and place where 
the review will occur, and other detalla. 

Petitioners may, at any time on or 
before May 1,19!3l, file with the Dockets 
Management Branch (address above) 
two copies of each petition and 
supporting data and information, 
idlentified with the name of the device 
and the docket number found in 
brackets in the heading of this 
document. Received petitions may be 
seer? m the office above between g a.m. 
avd 4 p.m. Monday through Friday. 

This notice is issued under the Federal 
Food, Drug, and Cosmetic Act (sections 
515(d), 520(h) (21 U.S.C. 36Oe(d), 38Oj[h))) 
and under authority delegated to the 
Commissioner of Food and Drugs (21 
CFK 5.10) and redelegated to the 
Director, Center for Devices and 
Radiological Health (2% CFR 5.53). 

Dated: March 22.lQQI. 
Elizabeth D. Jacobson, 
Acting Director, Center for Devices and 
Radiological Health. 
[FR Dot. 91-7518 Filed 3-29-91; 8:45 am) 
i3lLuwl COOE 4wo-o1-M 
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edicars Program; Schedule of Umlta 
for Skilled Nursing Faclllty lnpatlent 

outlne Servlc8 Comb 

AOENCY: Health Care Financing 
Administration (HCFA), HHS. 
ACTION: Final notice with comment 
period. 

SUMMARY: This final notice with 
comment period sets forth an updated 
schedule of limits on skilled ncrsing 
facility inpatient routine service COSts 

for which payment may be made under 
the Medicare program. 

ATE% Effective Date: The schedule of 
limits is effective for cost reporting 
periods begining on or alter October 1, 
1686 

Comment Date: Comments will be 
considered if we receive them at the 
appropriate address, as provided below, 
no later than 5 p.m. on May 31,1991. 

GUI: Mail comments to thfl 
following addrers: Health Care 
Financing Admlnirlratlon, Department 
of Health and Human Servicer, 
Attention: BPD-WG- FNC, P.O. Box 
28878, Baltimore, !>4eryland zIu~. 

If YOU prefer, yo:~ may deliver your 
comments to one cd the following 
addrersea: 
Room 3OEG. Hubert H. Humphrey 

Building, 200 Independence Avenue 
SW., Washington, DC. 

Room 132, East High Rise Building, 3825 
Security Boulevard, Baltimore, 
Maryland. 
Due to staffing and resource 

limitations, we cannot accept facsimile 
(FAX) copies of comments. 

In commenting, please refer to file 
code BPBFNC. Comments received 
timely will be available for public 
inspection as they ere received, 
beginning approximately three vveeks 
after publication of this document, in 
Room 309-G of the Department’s offbzes 
at 200 Independence Avenue SW.. 
Washington, bc, on Monday through 
Friday of each week from 8% a.m. to 5 
p.m. (phone: 202-245-7890). 
FOR FURT’NER INFORYAT’IOII CONTACT. 
Robert Kuhl, (301) 968-4597. 

WPl.EYENTARY INFORYAllON:: 

I. Background 
Sections MEl(v)[l) and 1668 of the 

Social Security Act (the Act) authorize 
the Secretary to set limits on allowable 
costs incurred by a provider of services 
for which payment may be made under 
Medicare. These limits are baaed on 
estimates of the costs necessary for the 
efficient delivery of needed health 
services. Implementing regulations 
appear at 42 CFR 413.30. Section 1888 of 
ithe Act directs the Secretary to set 
limits on per diem inpatient routine 
service costs for hospital-based and 
freestanding skilled nursing facilities 
(SNFs) by urban or rural BWH location. 

Under the authority of eectlon 1888 of 
the Act, we published a final, notice on 
April 1,1988 (51 FR 11253) announcing I 
schedule of limits for freestanding and 
hospital-based SNFs effective for cost 
reporting periods beginning on or after 
May I,1986 

That final notice contained provision 
relating to: (I) Limits on adjusted SNF 
per diem inpatient routine service cost: 
(2) a “market basket” index developed 
to reflect changes in the price of goods 
and services purchased by SNFs: (3) 
adjustments to the cost limits by an ar 
wage index developed from hospital 
industry wages: (4) a claesificalion 
system based on whether the SNF is 
hospital-based or freestanding and 


